
06/28/2005 l&i6 EAX @002/004 

PUSLfC HEALTH SEFMGE 
FoooANDoRuGAoMlNlsrRArloN 

l.NAMEOFCOMPANY 
Akhamy Concert f&sterns LLC 

z.AooREssoFcuMP~(tndudeztPcoda) 
110 Katydid Ln., Sncrwmass, CO 81654 

c.~ PROJECTORS ARE INTENDED FOR SALE, LEASE OR LOAN TO 

d. 
OTHERLASERltGHTSHOWP-RF 

PRODUCT fS INTENDED FOR USE IN A 
1~ PLANt3ARtltMOR Gl’HER DOh#E PROJEbTtON STRUCTURE 
1~ THEA”fER 
~OfSCOTktf%UEORNtGf-fTCLltS 
x PAVtLfON 
x lNDOURAREiH4 

2 OUTWDR ENCLOSED AREA 
_X OlliER(&ectfy~Sdwdend 

h. PRDtXJCT tJTtUZES ME FOtJ.OWlffi UISER EFFECTS 
x Flew ~~EN~~EC~ 

?. PRODUCT tS INTENDED TO 
, ,A1 ONLY ONE traad) I. 

xATAVARtErYOF(Porn) 
-O=R @P-W 

10. REASON FOR Rf%XJES?lNG VARfANGE ; 
& - WITH THE LlMtTS OF 2lGFR lQ40.1 i(c) W0t.kD RfZSTf%fCTTt& fNlEt$BED t$& OF THE PRODUCT SECAUSE 

CCXtPLJAMX WOULD tJMt7’ THE OvrpuT POWEZR TO 7WE EXTl73W THAT lq OESJRED lZS+EZCS t’&?ULO MOT SE 
!3UFFtCtENnYVtStSLE 

d-4-I 

_ OTHER OR ADLXTfONAL EXPLANATtOIj (SpscnL 
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SSION LEVEL WQULD 

_ 1-r IS PROPOSED TO DEVlATE FRO& Tk@ Pl&MSKMl’oF ZI CFR ?@%I 1 (c) AS FOLLOWS: 

12. ADVANTAGES TO BE f.WUVED FROMSuq( aEvGAfMN 
&LASER LIGHT SHOWS AND DISPLAYS ARE A%El%D POPULAR &iEaA IN @JT-ERTA8RMB~A&iQ ‘IWFARTS. USE OF PDWER 

LRlELS IN EXCESS OF THE LlMTS JMP$JBED BY 21 CFF? lDiD.11 (c) IS l’l&l%$ARY TO ACHIEVE TME,REQUtRED EFFECTS IN THESE 

~O~OKADDlT,UHM~ANTAGES~~Wnrcuplsln) 

c. ~So~~NG&UG~lON, OR REFLECT? OF u\sER AND @XlA-JERAL RAD@TiON, #JGiHT SM?V’I WATtOH) M-0 AUDIENCE OR 
UNCOhfTROUfo AREAS wk.&i NOT BE PERMITTED UcIcEpT FDRlXFFU@?REiFuECl3ONB MODUCED BY THE 

ATMOSPHERE. ADDED ATldOSF’HERlC &XT%iNG MEDIA, AND TARGET HENS. 

d. 1L LASER RADIATION LEVELS IN EXCESS QF THE MTS DF CLASS I WILL NDT BE PERMllTED AT Al$Y POINT LESS THAN 3.0 -RS 
ABOVE ANY SURFACE UPON WHICH PEfRsdrLG OTHER TMil ‘OPERATORS, Pt$&XMERS; 
OR 25 MmRs BELOW OR IN Wl’ERAli SEPwT@N F-ANY @LACE Wi-iBKE Sk@+ PE 

w @lPLOeES ARE PERMR’TED TO 

OPERATORS, PERFORMERS, piND t%Pi.OYEZB+‘V&L,N’X Sg R&UiRED Qf? ,4&Ok%&D m blrrs UF 
CIASS I OR BE EXF’DSED TO mTl&‘J AB$VE THE LlriMTs SPECIFIED #N 2f CFR ~~.?l (c)s 

e. -.&, ANY PRODUCT WHICH RELIES ON SCA+lNG TO ,&lEET AC&ES& EXPDBURE; OR PROQUGT GLASS l&MlTS W&L INCORPORATE A 
SCANNING SAFEGUARD SYSTtiM WHIGH l3l&%fLY SEN&S SCANNER MOT&M AND W6i%H WILL REACT FAST ENQUGH TO 
PRECLUDE EXCEEDiNGTHEAPPLKk+E LlMlT. 

f. _x, ALL LASER LIGHT SHDWS SHALL BE Ut&ER THE DIRECT A!@.PERSONAL GONTRQL OF TRAINEP, 
OPERATOR(S) WILL : 

TENT OPERATOR(S). THE 

(1) IMMEDIATELY TERMINATE THE EMlS@ON OF LIGHT SHOW RAl3ATlON fN f+ EVENT OF AMY UNSiAFE CONDFTION: 

(2) BE LOCATED WHERE ALL BEAM PATi C+l BE MRECTLY OBSERVED AT +LL TlMES; AND 

(3) BE AN EMPLOWE OF THE VARlANC& HOLDER WHD Wi$L BE RESPONSW~ FOR THE TRAM@3 AND CONDUCT OF OPERATOR 

g-.-&THE MAXIMUM LASER PROJECTOR OUl?UT POWER WfLi. NGT EXCEED THE LEVEL REXIUI~EDTQ OBTAtN THE INTENDED EFFECTS. 

h. J. TliE PROJECTKM SYSTEM (LE., THE PROJEGTOR AND ALL QTHER ~PONEN”FS,USED TO Pm THE LIGHTING EFFECTS 
WILL BE SECURELY MOUNIXD OR lI&$@#JZEDTD i?R@@Zw UMINTENDED f@VF+M OR MSALIGfJMENT. BEAM LIMITS WILL 
BE PROVIDED AS AN INHERENT PART OF THE, SYSTEM DESKiN TO PREVENT OVfB?&LLlNG UF%R&N% BEAM STOPS, TARGETS, 
ETC. 

. -&LASEK PKOdECKlFtS WILL NOT BE DE&RED TO ANY OMR PARTY UNDER AN AGREBfs@NI’ GF SALE, LEASE, OR LOAN UNLESS 
, AND UMTL THE REClF%M’ DE&lQNSTtiTES l%AT.THEY HAVE A VARtANCE IN EFFECT AT THE TIM brs DELIVERY THAT PERMITS 

THEM TO PRODUCE LASER LIGHT etiO’&S MCORWRATiNG SUCH PROJECTOR 

j. & 1N AwmoN TO THE REQUIREMENTS OFi 21 CFR lMo.10 (b), THE k&NUFACCU&ER OF~LASER PROJEGT~STEMS WILL PROVIDE 
TOPARTIES WHO PURCHASE, LEABE. ORBfJ@ROWTMBEQUS%lENT~ ADEQU&~U&R’S ~~~~~ FORSAFE INSTALLATION 
ANDUPERA~ONANRWHlcHEXPWN~ RE@QNSiBlLkTY OF THE REUPLNT AB AN 
M4NUFACllJREK TO SUBMIT Tl+E REQUiREDRk~$ AND APPLY FOR ANi%&%T’IIUN;A TO 
INTRODUCTKM tNT0 CXXMERCE OF At& LA#R LIGHT Sl&!S. 
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